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AMKNOMKNTS I'O THK CrAlMS 

This liAlins ofclaiius will rcplac*^ nil prior versions, and lisUngs, of claims in Ihc applicatioiv 

I. (CurfCiUly Ai|\cn(icd) A sustained release composilion suitable for use i\£i an 
cxcipicnl for mixing williio an ornlly atlminislcrcd specimen containing a glucosau^^ 
llLbej; bionclivc suhslimcc «ia;_cniLin'iln;_ejlic^ in order to provide a sustained release of 

the bio.^ictive substance pntj protccl th e stom ac h of a u ser, comprising; 
' (a) powdered cellulose; on<l 

I (b) mulludextrin, 

wherein (l\c ratio by weight of the amount of powdered cellulose to the • 
amount of nnlloilcxirin in the sustained release composition is in a raiigc of abcnii 
1:0 to about 2:3 f ucU that (he a mount by weight of the maltodcxtri nls_aUcast 
ahcnit one and onc^^alf times Lhat of Ihc now d cred eelhdos e, ?ind 

wherein, aller mixing the sustained release composition with a 
iyUi cosam ine-b a.^eil o r pjhcr bioactive substance in an orally administered 
specimen in fin amount so that the powdered cellulose has a concentration in a 
range from about 4% to about 14% by weight of the orally adminislered 
specimen, the powdered cellulose and the maltodextrin act to slow the 
disiniegraiion of Ihc orally administeied specimen to provide a sustained release; 
of the glucosami nc-haaed ol other bioactive substance over a period of time of^al 
{^r^l ill arnnucof about one hour to about three hours and form a prQtcctivg_geLiji 
nriinfjf>j^(^^jnpc oi;^ Sid e c fFccts on the g ast rointestinal systeni 

o f ihe ul ucosamine-based or other bioa cti ve substance, b r eak-^Iown prod ucts_g>f 
nj^Jhirvi^ reaction pr oducts of th e bio active -substanc c.ajgJJie 

gp_a;inien hn^s jjo wn nfler in ucstio n bv a u.^ er. 

2. (Previously Pre^cnieil) A sustained release composition as recited in claim U 
:• wliaVin llio suslaiiial relcnse composition is suitable for reducing stomach irritation by an orilliy 
; adiiiiilislcrctl specimen that csompiisus a j^Uicosamine-based compound. 
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3. (Previously Presented) A sustaiacd release composition as recited in elaim I, • 
wherein ihc snsiainccl release con\position is suitable for reducing slomnch irritation by aix orally 
adniinisicred spccitiion that comprises a chondroitin-based compound. 

4. (Previously Presented) A suslaincd rcle:ise composition as recited in claim 1, 
wherciii lli<; sustained relo;iso composition is suitable for reducing stomach irritaiion by an orally 
admiui.stcrcd spccin^en that comprises mclhylsulfonyl methane. 

5. (Previously I^resenlod) A fiuslainetl release composition as recited in claim* 1, 
wherein the suslaincd rcloaso cumposilion is suitable for reducing stomach irritation by an orally 
admiuistercd specimen tirat comprised a compound selected from the group consisiing of 
fiUicns:uniue sulfate, gIucosj\niine hydrochloride, and mixtures thereof. 

6. (Previously Presented) A suslaincd release composition as recited in claim I, 
' whcrdn the suslaincd release composition is suitable for reducing stomach imtation by an orally 

adruit!i.stcrcd speciuicu thai comprises chondroiiiu sulfate. 

7. ((-nnccllcd) 

8. (Currently Amended) A sustained release composition as recited in claim 1, 
wlicroin the ratio by weight of the amount of powdered cellulose to the amount of maltodcxirin 
it) the sustained rQicasc composhion is in a range of about 1:4 to about 3:7 such tha t the arnounl 
byj^'eiiiht 0 f ihe malioclcx trin is at least a bout t wo and one-th ir d times that of t he powdered, 
cijliulpsc. 

9. (Cancelled) 

10. (Cancelled) 
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1 1. (Provioiusly Prcsenicd) A sustained release composition as recited in claim. 1, 
wherein ibo susliiincd release composition is suitable for use witliin an orally administered 
specimen that is a lablet. 

12. (Previously PrcsciUcd) A sustained release composition as recited in claim I, 
whurcin sai<l powdered cellulose has a degree of polymcri/.ation in a range of about 440 to about 
2250. 

13. (Previously Pr6.scnlcd) A sustained release composition as recited in claim 1. 
wlicriMU said povydcrcd cellulose lias a dcgjce of polymerization of about 1432. 

14. (Previously Presented) A sustained release composition as recited in claim I, 
wiicfcin saiil uialtodcxtrin comprises nt least one maltodcxtrin selected from the group consisting ' 
ol MS'HO maliodexlrin, M700 maltodcxtrin, and mixtures thereof. 

15. (Pievidusly Presented) A sustained release composition as recited in claim 1, 
wherdn said nuiltodextrin comprises M510 mallodexlrin that is substantially free of wheal 

■ protein, barley protein, o:U i^rotcin, and rye protein. 
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10. (I^rcviously i'rescntc<l and Withdrawn) A method for providing sustained rclcosc 
! of a hio;ictivc stibslnncc dnring a chosen time intcival, comprising: 

pioviding a delivery specimen comprised of Ihe sustaineil release 
composilion recited in claim 1 mixed within the delivery specimen together with a 
biodclive fiuhslancc; 

(b) determining the sustained release of the bioaclivc substance as a function 
' of time to ascertain the cffcclivc amoimt of bioacUvc substance that is released and to 

ascertain the time during which said bioaclivc substance is released; and 
' (c) dt!iLM'mining a delivery specimen intake frequency and a number of said 

delivery spcchnens taken to maintain a desired amount of bioaclivc substance during a ■ 

chosen time inlcf val. 

17. (Withdrawn) A method as recited in claim 16, wherein said delennining the 
* sustained release of the hioactive substance as a function of time comprises determining the 

cumulalivc release of the l>ioaclivc substance as a function of time, 

18. (Withdr;iwn) A mclhud as recited in claim 16, wherein said delennining the 
sushnncd release of the hioactive substance as u function of time comprises determining the 
incremental release of the bioaclivc substance as a function of time. 

{ 

19. (Withdrawn) A mctho<! as recited in claim 16, wherein said bioaclivc substance is ' 
a Compound sclectctl from the group consisting of glucosamine sulfate, glucosamine 
hydrochloride, and mixtures thereof, 

20. (Withdrawn) A method as recited in claim 16, wherein said delivery specimen is 
a tablet. 



; i ' . Page 5 of 20 

•PAGE 6/21 * RCVD AT 11/17/20M 11:24:21 AM (Eastern Standard Time] * SVR:USPTO-EFXRF-6/26 * DNIS:2730606* CSID:8013281707 ' DURATION (mDHS):08-2B 



NOV-17-2005 THU 09:25 AM WORKMAN NYDEGGER FAX NO. 8013281707 P. 

J AppliiYKHiNo. 0<?;8^')/»n 

«<r::iuiiiV. October 1 7» 2005 
\ fU'pIy !.» (ilTicc Afiioii tn;i i!vO Apt il ?. /, 2005 

21. (Currently Aiuciidccl) A siKStaincd release orally adminislered specimen. 
1 compiisini;: 

tiW cxcipiciU portion IhaL includes a suslaincd release composilion mixed 
UuoughoiU Ihc onilly adminislercd specimen, the siisUiucd release composilion 
. " comprisiiiij: 

po\vdcrc<l cellulose included in an amount in a range of about 4% to about 
1 4% by weight of the orally administered specimen; and 

maltodcxlrin in an amount such that the ratio by weight of the amount of 
powderctl cellulose lo the amount of maltodextrin in the orally administered 
specimen is at least about 1:9 with the provi so ihni the amount of malto dextrin 
exce eds the amount o f p owder ed cclhilosc: and 
! (b) a bioactivc substance mixed with the sustained release composition 

ibrougliout Uie orally adminislercd specimen such that the maltodextrin and the cellulose 
slowly disinlcgrntc when exposed lo an aqueous medium to thereby provide a sustained 
^ release of (he bioaclive suhsi;nice over a lime period in a range of a t - l eas t about one hour 

tg^abQutlliriicJiQiijs; 

wherein the powdered cellulose and the mallodextrin are mixed with the bioactivc 
sul)sLanco throuyhoiit the orally administered specimen such that, upon ingestion, the 
: suslaincd release eompasition gels forms a protective gel to prevent direct contact 

between al least a poilion of the bioactivc substance and a stomach wall ajidjcdijicc or 
OliDJijl^ie. JlcldUJcal al^ jj do effect s on the gastroin testinal, system of the bip octivc 
s^ihsj anc c,, brcnk-tl o wn . prpdncts of the bioactivc substance , an d/or re action ^prod nets of 
' ■ ' the b ioactivc substa nce as the specimen breaks down . 

' 22, (Cancelled) 

i 

23, (IVcviouiily Presented) A sustained release orally administered specimen as 

* ; reciicd'in claim 21 > wlicrciii said linte period is in a range of about one hour to about two hours. 

J 24. (Prcviousry Presented) A sustained release orally administered specimen as 

. : ' rccii in. claim 21 wlunein said bjoactive substance comprises a glucosamine-based compound, 

• 'i I 
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25. (Previously IVcsciitcd) A sustained release orally administered specimen as 
rccilcil in claim 21 , wherein said bioaclivc sobslancc comprises a chondroi tin-based compound. 

26. (iVcviously l^'cscnled) A sustained release orally administered si^ccimcn as 
rcciicd in claim 21, wherein snitl bioaclivc substance comprises at least one subslanc£2 selected 

• from the group consisting of glucosamine sulfate, glucosamine hydrochloride, anci mixtures 
thereof, 

27. (I'reviously Prcscnlcd) A sustained release orally administered specimen as 
reciLed in claim 2U wherein said bioaclivc siubstancc comprises chondroitin sulfate. 

28. (Previously lYescnicd) A sustained release orally administered specimen as 
rceitul in cK^im 21, wheioin said bioactive substance comprises mcihyl-sulfonyl methane. 

20. (Previou.sly Presented) A sustained release orally administered specimen as 
recited in claim 21, wherein said powdered cellulose is included in an amount by weight in the • 
orally administered specimen in a range of about 5% lo about 13%. 

30. (Previously Presented) A sustained release orally administered specimen as 
rcciicd in chiui 21, wherein the cumulative sustained release of the bioactive substance as a' 
function of tiuie increases for a lime period of at least about one hour. 

31. (Previously Prcscntul) A suslalned release orally administered specimen as 
rcci(od in claim 21, wherein the incremcnlal sustained release of the bioactive substance as a 
function of time provides an amonnt of the bioactive substance that is, in any filly-minute 
inlcrval (hiring said time period, less than about 50% of the total amoujU of the bioaclivc 
siibsl;mcc inilially present in the orally adminislered specimen. 

32. (I'ruvioiisly iPrcqcmcd) A sustained release orally adminislered specimen 
rcjcitixl in claim 21, wherein said orally adminislered specimen is a tablet. 
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: ' 33. (Cuircndy Amended) A sustained releusc orally administered spccimciu 

! ; : compni>iug: 

i ■ (a) an cxcipicnl porlion Uiat includes a sustained release composition mixed 

■ : ihrouftliout Ihc orally administered specimen, the sustained release composition 

\ comprising: ; 

powdered cellulose included in an amount by weight of tUc orally 
' / adminisicrcd specimen in a range of about 4% to about 14%; and 

; . nialtodcxtrin in an amount such that ihc ratio by weight of the amount of 

' ; po wdered cellulose to the ainount of maltodextrin in the orally adminislered 

! : specimen is at least about 1:9 with the proviso that the amount of maUodextrin 

' I ; exceeds the amouiU of powdcrod cellulose; and 

' : (b) a glucosamine-bascci substance mixed with the sustained relea.sc 

composition throughout the orally adniinistcrcd specimen such that the maltodextrin and 

' ; the cellulose slow the <lisintcgralion of the oniUy administeied specimen and thereby 

' I* 
; : provide in an aqueous nK'dium a sustained release of the glucosaminc-bascd substance - 

for a timo interval such that the relea^scd ghicosaminc-based substance docs nol 
• ■* si[>nificanlly irriiaic a rocipicj)t's stomach linmg as the S))eet mc n breaks dQw n..inJ!ie 

I sinmach: * 

wherein ihc pomlcrcd cellulose antl the maltodextrin arc mixed with the 
1 [jhicosominc-hascd substance ihronghout the orally administered specimen such that,. 

• upon ingestion, the sustained rdciisc composition gels forms a pro tective eel to prevent 

direct cojilact between at least a portion of die glucosaniine-based substance and a 
stomacli wall and tlierchy aets act as a stomach guard with respect to the glucosamine- 
based substance as the speci men bre aks down in the stoma ch. 

i 

! * 34. (hcviously Presented) A sustained release orally administered specimen as 

i rccifed in clain\ 33, wherein said maltodextrin is a commercial maUodextrin free from wheal 

' . I protein, barley protein, oat prolcin, ai^d rye protein. 

I i' 

35, (Previously Presented) A sustained release orally administered specimen as 
1 ' recited in claim 33, wherein said specimen is a tablet. 

Page 8 of 20 

PAGE 9121 * RCVD AT 11/1712005 11:24:21 AM[Eastem Standard Tiine]'S\/R:USPTO'£FXRF-ef26 * DNIS:2730805' CSID:8013281707' DURATION (miiK$):0B-28 



NOV- 17-2005 THU 09:26 AM WORKMAN NYDEGGER FAX NO. 8013281707 P. 10 

AppIiiTJtmu No. O0/$a<»,tjn 

Rijpty 10 Oflicc Aclion uwilnl Apiil 2005 

36. (Prcvio]i:>1y Prcscnlcd) A suslauicd release orally adminisLcrcd spccimcMi as 
rccilctl ill claiiti 33. wherein saiJ powdered cellulose is included in an amoiinl by wciglit in Ihc 
orally tulniinislcrwl specimen in a range of about 5% lo about 13%. 

37. (CunCDlly Amended) A susUiined release orally administered specimen as rccilcd 
in claini 33, wherein the raiio by weight of Die amount of powdered cellulose lo the amount of 
nialuuicxlrin in the orally administered specimen i$ in a range of about 1 :9 to about 2:3 gu^h <-hat 
ditL.?iiiK>Ln it .j?y„ weigjn oM^gjna al leaf;t abou t on e and one-half times t hat of the 
p o\y li c rc(lj:c I hi! nsc , 

38. (Currently Amcjidcd) A sustained relea<;e orally administered specimen a<i recited 
in claim 33, wherein the ratio by weight of the amount of powdered cellulose to the amount of 
ni:\ltodexlrin in the orally administered specimen is in a range of about 1:4 lo about 3:7 $uch that 
(l\c imiount by weigl^ t he m alt odcxt rin is at Ic asl about two and one-third t imes that_.of_thc 

;: ] po\vdcrc<l ccHuloKo. 
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39. (Currently Amciuled and Willulrawn) A niclhod Tor providing sustained release 
, ofa ti[oaclivc snbiiiance dtiting a cluiscn lliiic ialcrval, comprising: 

^ (a) providing u sustaine d release ora ll y adminis t ered Kpeclnicn delivei^ 

! sp^4me)i-lliat conipri5t?^wj-&ii^t^ined-Feleas€-eonii>^^ as rccitc-d in claim 20 l-mixeil 

. wi rfva 4>ioaotivefii:>bti4aRce-feHHighouH he d e liv e ry -^peeHfteft; 

(b) dcicnniniiig the sustained release of the bioactlve substance as a function 
; of lime (0 ascertain the effective amount of bioactlve substance that is released and to .* 

itscHirlaiii llic rime during which said bioactive substance is released; and 
; (c) determining nn intake frequency and a number of said delivery ^ipeuimcns 

lo maintain a desired amount of bioactive substance during a chosen lime interval 

40. (Withdrawn) A me(hod as recited in claim 39, wherein said determining the. 

: ' su.^taincd release of Ihc hioaclivc siibstancc as a function of lime comprises determining at least ' 
! ojic tjfthc cumulative release oflho bioactive substance as a function of time and Ihe incremental 

\ . rclen,<;ooflhehioac(ivcsiibslauceasafunclionoftime, 

t 

. I 4L (Previously Presented and Withdrawn) A method as recited in claim 39, wherein ■ 

I 

i s?ud mnltodexirin comprises at least one maltodcxtrin selected from the group M510 

\ maliodexlrin, M5{?0 mallodcxtrin, MJOO maltodcxtrin, and mixtures thereof. 

' ! ■ 

: 42. (Pieviously Presented and Withdrawn) A method as recited in claim 39, wherein 

i ihe powdered cellulose is included in an amount by wciglit in the delivery specijncn in a range of 

. i ahnu( 5% lo about 13%. 
! 

' ' 43< (Currenlly Amended and Withdrawn) A method as recited in claim 39, wherein 

• The delivery specimen is a (ablet, und the ratio by wciglit of the amount of powderetl cellulose to 
Ihe amount of uialtodcKtrin in the delivery specimen is in u range of about 1 :4 to about 3:7 such 
' di^t ihe cnnount hv weight oFthc mnllodextrin i s at least about two and one-third times t hat o f the 

• J * IKIVV^V^d t;clluloso. . , . . 

i 
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